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Assessing the quality of randomization and allocation concealmentEditor,
Vavken and Samartzis1 are to be congratulated for evaluating trial
quality much more rigorously than most other reviewers do. They
did not, for example, take the easy way out and use the Jadad score,
and they did recognize, and correctly report on, the bias arising out
of alternating allocation, unmasking, and offering patients a choice to
cross over. There does remain, however, one apparent inconsistency.
Speciﬁcally, it is stated that randomization is appropriate if it is
computer-generated and uses opaque envelopes or an independent
referee, but inappropriate if alternation is used, or if it is based on the
date, or predictable. The problem is that predictable methods are not
at all inconsistent with computer-generated sequences and opaque
envelopes, so the two deﬁnitions overlap, and are not mutually exclu-
sive. What, for example, are we to make of computer-generated
permuted blocks with ﬁxed block size two, given the lack of masking
in these trials? Clearly, such a design would qualify as “appropriate”
given the deﬁnition, yet it is in no way truly appropriate, because the
second allocation in each block is predictable; this represents half the
allocations in thetrial. In suchacase, therecanbenoallocationconceal-
ment2,3. In fact, this very problem remains evenwith larger block sizes,
and even with varying block sizes. Given the threat of unmasking,
permuted blocks simply are not an appropriate randomization tech-
nique, nomatter the block size(s). Given this,we need anewdeﬁnition
ofwhat itmeans for randomization to be appropriate. One could do far
worse than the deﬁnition given in4, based on the extent towhich allo-
cations are predictable.
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